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takefinal actionon the District’s

1982SiP revision.
ProposedAction: EPAproposesto

approvetheJIM portionof theSIPfor
the District of Columbia;however,EPA
will not takefinal actionon thisportion
of theplanuntil theDistrict submitsits
auditandsurveillanceproceduresand
stickerissuanceprocedures.

Transportationsources,especially -

autobilies,areresponsiblefor 93 percent
of CO emi’ssionsin this area.COis
monitoredat 10 sitesthroughoutthe
region.Violations of the 8-hourstandard
havebeenrecordedin areasof high
traffic density.TheentireDistrict of
Columbiais currently-designatedas
nonattainmentfor CO. The attainment
datefor the District is December31,
1987.

CO concentrationsareexpectedto
decreasesignificantly by 1987due to a
continuationof theFederalMotor

Vehicle Controlprogramand
implementationof vehicleIf M. In order
to determineexpectedconcentrationsof
COin 1987, theDistrict performed
severalanalysesof COemissions.These. ;ricludeduseof severaltechniquesfor

-deling highway COconcentrations,
J a modelinganalysisof theprimary

point sourceof COemissions(theSolid
WasteReductionCenter).These
analyses,whichweresub.mittedaspart
of theSiP, demonstratethat the
standardsfor COwill beattainedby
1987. The planalsocontainsan
adequatedemonstrationof Reasonable
FurtherP~ogress(RFP).Thismaterial
satisfiesEPAcriteria,andthe District’s
submittalincludedall itemsnecessary
for anapprovalCO plan.

ProposedAction: EPAproposesto
approvetheCO portionof the SIP.

C.AdditionalRequirements—I.
ConformityofFederalActions.
Compliancewith Section176(c) of the
CleanAir Act requiresa close
cooperativeeffort betweenall agencies
grantedFederalfunding.

Routineprocedureswhich arepartof
the basicplanningprocessperformedby
COG andthe Stateandlocal
governmentswill ensurethat no projects
will beconstructedor implemented
which will produceemissionsthatare
inconsistentwith theadoptedSIP.
Compliancewith Sections176(c) and 316
alsorequirestheuseof consistent
populationprojectionsin all Federal. -riding activities.COG hasdeveloped~a

ooperativeForecastingProcess”
which fills this need.

ProposedAction: EPA proposesto
approvethis portionof the SJP.

2. Consultationwith StateandLocal
• Of,ficials.During thepreparationof the

EPA Action
ProposedAction:Basedon theabove

information,EPA is proposingto
approvethe1982StateImplementation
Planforozonefor theDistrict of
Columbia,submittedon December28,
1982 andApril 15, 1983. However,prior
to final approval,theDistrict must
submitschedulesfor thecontrolof two
graphicartssources.EPAis soliciting
public commenton this noticeandany
relatedmatters.Interestedpartiesmay
participatein theFederalrulemaking
proceduresby submittingwritten
commentsto the addressabove.

TheAdministrator’sdecisionto
approveordisapprovetheplanrevision
will bebasedon whetherit meetsthe
requirementsof Sections110(aJ(21(A)—
(K) and110(a)(3)of theCleanAir Act, as
amended,andEPAregulationsin 40
CFR Part51.
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IL CarbonMonoxide

Air pollution control,Ozone,Sulfur
oxides,Nitrogendioxide,
Intergovernmentalrelations.Lead,
Particulatematter,Carbonmonoxide,
Hydrocarbons.

Authorit~:Secs.110(a),172 and301(a)of
theCleanAir Act, asamended(42 U.S.C.
7410(a),7502,and7601(ä)).

Dated:August 23. 1983.
ThomasP. Eichler,
Regiona/Administrator.

1982 SIP, theDistrict, via the COG The Office of ManagementandBudget
planningprocess,insuredthe continued hasexemptedthis rulefrom the
involvementof thepublic andall requirementsof Section3 of Executive~
appropriategovernmentagency Order12291.
officials. Opportunitywasgivenfor all Under5 U.S.C.805(b), the
interestedpartiesto participatein the Administratorhascertifiedthat SIP
developmentof thetransportationplan approvalsdo nothavea significant
andotherelementsof theSIP. impacton a substantialnumberof small

ProposedAction:EPA proposesto entities.(See46 FR 8709).
approvethis portionof theSIP. -

3. Conformancewith Other• List of Subjectsin 40 CFR Part52
RequirementsofSection172ofthe
CleanAirAct. Section172(b) of the
CleanAir Act requiresthatcertainitems
be includedin all SIPrevisions.Most of
theserequirementshavebeenaddressed
above.Following is a discussionof the
remainingrequirements.

a. CommitmentofFinancialand
ManpowerResources—TheDistrict has
committedadequatefinancialand
manpowerresourcesto carryout the
programsestablishedin the 1982SIP.

b. Analysis of Effects—TheDistrict
submittedananalysisof theeffectsthe
SIPwill haveon air quality,health. __________________________________
welfare, theeconomy,energyand
society.In general,thereare few 40 CFRPart773
negativeeffects,and thesewill be
minimal. Themajorityof the effectsof [0P~~7002BBH’.FRL 2395’41
theplanon eachof theabove-mentioned
criteriawill beneutralorpositive. ~ ChlorinatedBenzenes

c.ContingencyPlafl—EPA’sJanuary . AGENCY~EnvironmentalProtection
1981policy alsorequiresStatesto Aaency(EPA).
developa processfor identifyingand
implementingadditionaltransportation ACTION: Proposedrule relatednotice:
controlmeasuresthatcanbeusedin the requestfor comments.
eventthat thereis anunanticipated
shortfall in emissionreductions.The
COG plan includesa list ofmeasures
whichwill beconsideredin each
circumstanceanddescribestheprocess
whichwill beusedto makeup any
futureshortfalls.

ProposedAction: EPA proposesto
approvethis portionof theSIP.

IFR Doc. 83—32435 Filed 12-6-83: 8.45 amf

BIWNG CODE 6510-50-M

SUMMARY: On ~u1y18. 1980,EPAissued-

aproposedtestrule for~healtheffects
testingof inonochlorobenzene,specific
isomersof di-, tn-, and
tetrachlorobenzenes,and
pentachlorobenzene.EPAnow intends
to withdrawtheproposedtest
requirements.exceptfor theproposed
requirementfor oncogenicitytestingof
1,2,4-tnichlorobenzeneandthe proposed
healtheffectstestsfor 1,2,4,5-
tetrachlorobenzene,basedonEPA’s
analysisof datareceivedduring, and
subsequentto, the public comment
periodfor theproposalandon testing
beingconductedby themanufacturers
of chlorobenzenes.An industry-
proposedtestingprogram,sponsoredby
theChlorobenzeneProducers
Association,shouldgeneratesufficient
datato reasonablydetermineor predict
the reproductiveeffectsof
monochlorobenzeneandortho- and
para-dichlorobenzerie.Theneedfor
oncogenicitytestingof 1,2,4-
trichlorobenzenewill bedetermined
basedon databeingdevelopedby the
National ToxicologyProgramandthe
ChlorobenzeneProducersAssociation,
andwill be thesubjectof laterpublic
meeting.
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DATE: Written commentsshould be. receivedby February6, 1984.
ADDRESS: Written commentsshould
bearthedocumentcontrol number
[OPTS-.47002B]andshould besubmitted
in triplicateto: TSCA PublicInformation
Office (‘FS.-793),Office ofPesticidesand
Toxic Substances,Environmental
ProtectionAgency,Rm.E—108,401 M St.
SW., Washington,D.C.20460.

TheAdminstrativerecordsupporting
this actionis availablefor public
inspectioninRm.E—107 at theabove
addressfrom 8:00a.m. to 4:00 p.m.,
MondaythroughFriday,exceptlegal
holidays.

• FOR FURTHER INFORMATION CONTACT:
JackP. McCarthy,Director,TSCA
AssistanceOffice (TS—799),Officeof
PesticidesandToxic Substances,
EnvironmentalProtectionAgency,401M
St.SW., Washington,D.C. 20460,toll -

free: (800—424—9065),in Washington,DC:
(554—1404),OutsidetheUSA: (operator-
202—554-1404).
SUPPLEMENTARY INFORMATIO~

I. Background

Section4(a) of theToxic Substances
Control Act (TSCA) (Pub. L 94—469.90

• Stat.2003;15 U.S.C.2601 et seq.)
authorizesthe EPA to promulgate
regulationsrequiringtestingof chemical

• substancesandmixturesin orderto
developdatarelevantto determiningthe
risks thatsuchchemicalsmaypresentto
humanhealthandtheenvironment.

Section4(e) of TSCAestablishedan
InteragencyTestingCommittee(ITC) to
recommendto the EPA alist of
chemicalsto beconsideredfor th~
promulgationof testingrulesunder
section4(a) of theAct. The1TC
designatedmonochlorobenzeneandthe
dichlorobenzenesforhealthand
environmentaleffectstesting,as
publishedin theFederalRegisterof
October12, 1977 (42 FR55026).Tri-,
tetra-,andpentachlorobenzneswere
designatedlaterby the1TC for similar
testing,aspublishedin the Federal
Registerof October30,1978 (43 FR
50630).Thespecificrecommendations
for the lower (mono-anddi-)
chlorinatedbenzeneswere
carcinogenicity,mutagenicity,
teratogenicity,otherchroniceffects,
environmentaleffectstesting,and
epidemiologystudies.Thetest
recommendationsfor thehigher -

chlorinatedbenzenesweresimilar
exceptformodifying the“otherchronic
effects” testingrecommendationto
include testingfor “othertoxic effects”,
particularlyeffectson theneurological -

andhematopoieticsystems.
The Agencyissueda proposedhealth

effectstestrule forbothgroupsof

chlorinatedbenzenesdesignatedby the
ITC whichwaspublishedin the Federal
Registerof July 18, 1980 (45FR 48524).
Theproposedrulewasbasedupon a
finding that theremaybe an
unreasonablehealthrisk asdescribed
underTSCA section4(a)(1)(A).Although
thefinding wasmadefor thecategoryof
chlorobenzenesasa whole,EPA
proposedthatmanufacturersand
processorsof thechlorinatedbenzenes
whouldberequiredto conduct
oncogenicity,structuralteratogenicity,
reproductiveeffectsandsubchronic/
chroniceffectstestingof only certain
membersof thecategory.

The specifictestrequirements
proposedon July 18, 1980, are
designatedwith an“X” in Table1
below.The numericalsuperscriptsin the
tablesummarizeEPA’s reasonsfor not
proposingcertaintestfor specific
chlorobenzenesasdiscussedin theJuly
18, 1980,proposalandgiveEPA’s
subsequentconclusionsconcerningthe
proposedtestrequirements.Thebases
for theselatterconclusionsare
presentedin Units II andIII of this
notice.

TABLE 1 .—SUMMARV OF TEST NEEDS AD-
DRESSED IN ThE 7—18—80 PROPOSED
AND RATIONALES FOR TENTATIVE DECISIONS
NOT To PURSUE SucH TESTING THROUGH
RULEMAKING
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~
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al

-
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eh~
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Monoctiloroben-
sane
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Paradichioro.
benzen8.
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1,2,4,5-TeVa......
Pentachioroben.

Zen8.

— ....

—~

~

X
1

..._...

X’~....
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............
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X~.~.
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X X’
•

X’....... X’

x’
—1

X’°...._. X’°
X’.......~. —*

Neurotoxicityand behavioral teratogenicity testingwere
deferred pending developmentat test standardsfor each.

X=Testingproposed7-18-80.
— =Testingnot proposed7-18-80. -

‘= Lack of aufflcient TSCA exposureto support testing;
this exposuredoesnot include that resulting from FIFRA
usesof theCflermcal.

‘=Adequate data submittedSubsequentto proposal Or
appropriatetestingirs progress.

‘=Sufficient dsts.availsbleto.reasonsblypredict low risk
at anticipatedexposurelevels.

=Negotiatedtestingprogram.
5= Bioassay testing In the National Toxicology Program

‘=Decision deferred pending review of ongoing NW
bloassaysandShort-termtests. -

‘= Sufficientdata availableprior to proposedrule to rea.
sonatitypredict healthride

=Adequatrreproductive effects study has been per.
formed.

= Sufficientdataavaitsbleprior to proposedrule to char.
actertsesubcflronictoxicity.

‘°=Dataprovided in responseto proposedrule indicate
ladsof sufficientTSCA exposureto supporttesting;however,
datarecentlyprovidedto theAgency indicatenewproduction
that may justify testingof 1.2,45-tetrachlorotienzeneand/or
other tetrscfllorobenzeneisomers.

Although theAgencydid propose
structuralteratogeniceffectstestingof
1,2,4-trichlorobenzene,EPAstatedthat it
would reconsidertheneedto include
teratogenictestingrequirementsfor

1,2,4-trichlorobenzenein a final testrule
uponevaluationof thetestdatafrom an
Agency-sponsoredteratogenicity
screeningstudybeingconductedat
ResearchTrianglePark,N.C.

Alsoin itsproposedrule, theAgency
solicitedcommentson additionalhealth
effectstestingwhich included
neurotoxicity,behavioralteratogenicity,
mutagenicity,andmetabolismtestingof
the chlorobenzenes.However,the
Agencyindicatedit intendedto defer
requiringsuchtestingbecause(1)EPA
wasnotpreparedto specify test
standardsforneurotoxicity,behavioral
teratogenicity,or-metabolismtesting,
and (2) EPA hadnotyet developed
mutagenicitytestingsequencecriteria.
Subsequently,theAgencyhaspublished

- testguidelinesfor someneurotoxicity
- andmetabolismtesting(Ref. 1)andhas
itself initiatedlowertieredmutagenicity
testingof severalof the industriallyand
commerciallyimportantisomersofthe
chlorinatedbenzenes(Ref. 2).The EPA
believesthat informationgeneratedby
ongoingtestingmaybearon the
determinationoftheneedfor -

neurotoxicitytestingandhastherefore
decidednot toproposeneurotoxicity
testingat this time. Guidelinesarestill
not availableforbehavioral
teratogemcitytesting.The Agencywill
reevaluatetheneedforneurotoxicity
andbehavioralteratogenicitytestingof
thechlorobenzenesafterit has-assessed
datafrom existing, ongoing,and
proposedtestingaddressedlaterin this
notice.TheAgencydoesnotconsider
thesetestingconcernsto be dismissed
by this actionandintendsto resolvethe
needto requireneurotoxicityand
behaviorialteratogenicitytestingthru
furtheranalysisin calendaryear1984.

TheAgencydid notproposetesting
for oncogenicityof monochlorobenzene,
ortho- andpara-dichlorobenzenes,and
teratogenicityandsubchronic/chronic
effectsof pentachlorobenzenebecause
adequatetestingappearedto be
underwayorcompletedto characterize

•all theseeffects.Nordid it propose
reproductiveeffectstestingof 1,2,4-
trichlorobenzenebecauseanAgency-
sponsoredtestwasthenin progress.
Epidemiologystudieswerenotproposed
becausetheAgencywasunableto
identify a suitablecohort.To dateno
epidemiologicalinformationis known to
existfor thechlorobenzenes.

The Agencydid not include
environmentaleffectstestingin its July
18, 1980,proposalbecause
environmentaleffectsteststandards
developmenthadnot progressedatthe
samerateasthat for somehealtheffects
and,therefore,teststandardswere
unavailableforsupportingan
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environmentaleffectstestrule.
Environmentaleffectstestingneedsfor
the chlorobenzenesarecurrentlybeing
assessedandwill beaddressedby the
Agency ina futureFederalRegister
noticein this calendaryear.

IL EventsSubsequenttoProposal

In its July 18, 1980, proposedhealth
effectstestrule for chlorinated
benzenes,EPAaskedcommentersto -

provideanyotherrelevanthealtheffects
studiesor datathatwerenot referenced
by the testingsupportdocumentand
which mightcausetheAgencyto revise
its evaluationof testingneedsfor the
chlorobenzenes.A considerableamount
of voluntarily submittedinformation
wasreceivedafterpublicationof the
proposaLAs a resultEPAreevaluated
thetestingit hadproposedand
concludedthat,with the exceptionsof
theoncogenicitytestingof 1.2,4-
trichlorobenzeneandthereproductive
effectstestingof monochlorobenzene
andorthó- andpara-dichlorobenzenes,
the testingas originally proposedis
eitheralreadybeingperformedorno
longernecessary.This informationis in
thepublic recordofthisproceedingand
maybecommenteduponduring the
public commentperiodestablishedby
thisnotice. Someinformationwas
-eceivedin responesto the TSCA
,ection8(d) HealthandSafetyData
Reportingrule (September2, 1982,47 FR
38780)and theTSCA section8(a)
PreliminaryAssessmentInformation
rule (June22, 1982,47 FR 26992).

After evaluatingtheavailable
exposureinformationthechlorobenzene
rnanufact~rershadsubmittedafter
issuanceof theproposedrule, the
Agency haddeterminedinitially that
therewasinsufficienthumanexposure
to tetra-andpentachlorobenzenesto
presentanunreasonablerisk to human
health.However,morerecent
informationonproductionanduseof
tetrachlorobenzeneswassubmittedto
theAgency (seeUnit lILA.). Thisnew
informationhaspromptedthe Agencyto
reconsiderits initial determinationfor

• riot requiringhealtheffectstestingof
tetrachlorobenzeneswhile proceedingto
publishits testingdecisionsregarding
the otherchlorobenzenes.Consequently,
theAgencyis deferringits final decision
on theneedfor testingof
tetrachlorobenzenesuntil thepotential
for exposurethroughthenewproduction
anduseof tetrachlorobenzenescanbe
assessedadequately. --

In June,1981,EPAinformed the
ThlorobenzeneProducersAssociation

PA) of theresultsof its tentative
- ~assessmentof testingneedsandover
thenext8 months,begandiscussions
with industryaboutadditionaltesting.

Generally.EPAdodsnotnegotiate
testingwith industryafter it has
proposeda testrule. Thepolicy ofnot
negotiatingafterproposalwasadopted
becausetheadvantagesof negotiations,
i.e., savingtimeandAgencyresources,
arelessif theAgencyhasalreadyissued
a proposedtestrule. However, the
chlorobenzenesweretreatedas an
exceptionto thispolicy because
negotiationswith industrywerewell
underwayat the timethepolicy was
adopted.On February26, 1982, theCPA
proposeda testprogramfor the
chlorobenzenesfor theremaininghealth
effectsof concern(Ref.3). EPAdelayed
publishingthis noticebecauseof the

- Agenoy’sneedto givehighestpriority to
complyingwith thecourt-orderedtest
ruleactionsforcalendaryear1982
(CostlevsNRDC; 79 Civ 2411,U.S.
District Court,January9, 1981).
Meanwhile,the CPAdecidednotto
initiate its proposedtestinguntil EPA
formally acceptedthetestprogram
throughapublishedFederalRegister
noticeandpublic commentwasreceived
on theCPA testproposal.

A.ReproductiveEffectsTestingof
mono-andDichiorobenzenes

TheCPA proposesto conduct
reproductiveeffectstestingof
monochlorobenzene,andortho- and
pora-dichlorobenzenesundera
“decisiontree”oi tieredapproach.
Testingon monochlorobenzenewill be
performedfirst because(1) evidence
suggestingreproductivetoxicity is
availablefor monochlorobenzene(see
ChlorinatedBenzenesSupport
Documentfor theproposedrule)and(2)
reproductiveeffectstestdataon
monochlorobenzene.in combination
with thatnowavailablefor 1,2,4-
trichlorobenzenewill bemostusefulfor
makingreproductiveeffectstesting
decisionsaboutthedichlorobenzenes
sincethesechlorobenzeneisomers
structurallybracketthe
dichlorobenzenes.

If theteston monochlorobenzenefail
to showa biologicallysignificant
adversereproductiveeffect,no further
reproductiveeffectstestingwill be
necessaryfor thedichlorobenzenes.As
statedin Unit Ill. D. 2. below,EPA
believesthatif reproductiveeffects
testingof monochlorobenzenefails to
yield abiologicallysignificantadverse
reproductiveeffect, this whencombined
with negativereproductiveeffectsfor
1,2,4-trichlorobenzeneandother
availableinformationwill meanthereis
no basisfor believingthat these
chemicalsarelikely toposean
unreasonablerisk of reproductive
effectsto humans.If, however,the
monochlorobenzenestudydoesshowa

biologicallysignificantadverse
reproductiveeffect, theproducers.in -

consultationwith EPA, will selecteither
ortho- orpara-dichlorobenzenefor
considerationfor reproductiveeffects
testing.Togetherwith EPA. the
producerswill then evaluateall other
dataavailableat the timeregardingthe
dichlorobenzeneselected,including
exposuredataandtoxicity data,to
determinewhethera reproductiveeffect
studyon eitherortho- orpare-
dichlorobenzeneis needed.If, afterthat
evaluation,thereremainsa needfor a
reproductiveeffectstudyon the first
dichlorobenzeneas determinedby EPA.
theproducerswill conductsucha study.

Uponthecompletionof the first
dichlorobenzenestudy, theproducers.
togetherwith EPA, will evaluateall
otherdataavailableat thetime,
includingavailableexposureand
toxicity dataandtheresultsof the
rnqnochlorobenzeneand
di~hlorobenzenestudies.-to determine
whethertheseconddichlorobenzene
shouldbe testedfor reproductive
effects.If afterthatevaluation,there
remainsa needfora reproductive
effectsstudyon thesecond
dichlorobenzeneasdeterminedby EPA,
theproducerswill conductsucha study.

Reproductiveeffectstestingprotocols-

will be ~tibmitted to theAgencyin
advanceof eachstudy.Theprotocolsfor
themonochlorobenzenestudywill be
consistentwith thoseproposedby the
Agencyon July 28, 1979(44FR44087),
with appropriatemodificationfor the
inhalationrouteof exposure.
Subsequentprotocolsmayvary
dependinguponthestateof thear-tat
thetime thestudyis undertaken.

Thecompletereproductiveeffects
testingproposalis containedin the-
public recordfor thechlorobenzenes
and-ispartof thecomprehensivetest
agreementpackagecontainedin (Ref. 3)
of UnitV of thisnotice.

Personsinterestedin reviewingthe
reproductiveeffectstestaatafor the
individualchlorobenzenesbeing
proposedfor testingandassistingthe
Agencyin determiningwhether
additionalreproductiveeffectstesting
will benecessary,shouldnotify the
Agencyat theaddressgivenabove.

B. DNA RepairandCell Transformation
Testson Monochioroberizene,ortho-
Dichiorobenzeneand1,2,4-
Trichlorobenzene

In discussingthequestionof
oncogenicitytestingfor 1,2,4-
trichlorobenzene,CPA suggestedthata
testingdecisionshouldbebasedon the
resultsfrom theNationalToxicology
Program’s(NTP’s) chornictoxicity

- I
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bioassayson monoclordbenzeneand. ortho-dichlorobenzene.The Agency
agreedthat theresultsof thebioassays

would beuseful,butsuggestedthat
additionalin vitro cell transformation
dataalso mightbeusefulin makinga
priority decisi6nconcerningthe needfor
oncogenicitytestingof 1,2,4-
trichlorobenzene.As aresult of these
discussions,theCPA initiatedDNA
repairandcell transformationassaysfor
eachof thefollowing:
monochlorobenzene,ortho-
dichlorobenzene,and1,2,4-
trichlorobenzene.

TheDNA repairstudyis in a primary
hepatocytecell culturefrom adultmale
F—344rats.The majoradvantage
proposedfor this testsystemis that the
liver hasthebroadestcapability for
biotransformationof xenobiotics,andin
this testsystemculturedhepatocytes
will providethis samemetabolic
capabilitybut in anintactcell system.
This testhasbeenconductedaccording
to a methoddevelopedby Dr. Gary
Williams, (Refs.4,5). this testprotocol
wasreviewedby EPAprior toinitiation
of the study. The DNA repairtest
proposalis attachmentB—I of the
February26, 1982, comprehensivetest
proposal(Ref. 3). andis availablefor
inspectionin the-publicrecord.This. studywill follow theproposedtesting
guidelinesfordetectingeffectson DNA
repairor recombination(theguidelines
first proposedasteststandardsin 40
CFR772.114-4).

TheDNA repairassayis currently
beingperformed.A copy of thefinal test
reportincludingstudyresultswill be
incorporatedinto thepublic recordfor
this-actionwhenit is madeavailableto
theAgencyby theCPAlaterthis year.

AttachmentB—2 of the CPA test
program(Ref. 3) containstheprotocol
for a cell transformationassayinadult
FischerF—344ratliver epithelialcells.
The assessmentof neoplastic
transformationby chemicalsin adultrat
epithelialcell lines(ARL) involvesassay
for five markersof transformation.
Growth on soft agar,growth in low
calciummedium,increasein cell density
at confluency,presenceof cytochemical

• activity of gamma-glutamyl
transpeptidase,andincreasein 2-
deoxyglucoseuptakehaveestablished
by San,et 01., 1979 (Ref. 6) asobjective
andquantifiablemarkersof

- transformationin liver cells. These
markerswereshownto beinducedby
chemicalcarcinogens(Shimada,et aL,
1980) (Ref. 7).

Theadvantagescitedby CPA for the
• ARL transformationassayarethat these

linesare of epithelialorigin, producing
carcinomasuponimplantationin
animalsaftertransformation(Williams

et 01., 1973) (Ref. 8): and,being derived
from liver, theyretaina broadcapability
for intactcell carcinogenmetabolismas
shownin mutagenesisstudies(Tongand
Williams, 1978and1980) (Refs.9, 10)

Thereliability of thesecell
transformationandDNA repairassays
forpredictingtheoncogenicpotentialof
untestedchemicalshasnotbeenfully
established.EPAhassponsoredtesting
ofknownchemicalcarcinogensand
non-carcinogensin theseassaysin an
attemptto validatetheusefulnessof the
testsystemsforpredictingchemically-
inducedoncogenicity.However,these
studieswerenevercompletedandthe
assayswereneverfully validatedby
EPAforgeneraluse.(Finalreportsfor
thecompletedtestresultsareavailable
for inspectionin thepublic docket.) -

Nevertheless,EPAbelievesthat test -

dataresulting fromtheCPA program
specificallyusing thechlorobenzenes,
whenassessedwithEPA’I own
mutagenicitytestdataand theresults
fromNTP’s chronictoxicity bioassiys,
will provideinformationrelevantto
determiningtheneedfor 1,2,4-
trichlorobenzeneoncogenicitytesting.
EPAplansto re-openthe comment
periodandholda publicmeetingin the
first quarterof 1984to discussthe
resultsfrom- all thesetestsandestablish
theirusefulnessin determiningtheneed
for theoncogenicitytestingof 1,2,4-
trichlorobenzene.

C. inïteractiveProcess

EPAand themanufacturershave
agreed,thatas eachnecessarysequence
of thereproductiveeffectstestingis
completed,theywill meetto discuss
whetherthetestdatawill enablethe
Agencyto assessthehealthrisk for the
testchemical.

1. CPA hasagreedto furnishEPAwith
thenamesandaddressesof the
laboratoriesconductingthetests
describedaboveas soonastheyare
available.The specifictestbeing
performedby eachlaboratory-shall be
indicated. -

2. CPAhasagreedto adhereto the
GoodLaboratoryPracticeStandards
adoptedby theFoodandDrug
Administration(FDA) in 43 FR 59986
(December22, 1978).- 3. CPAhasagreedtopermit
laboratoryaudits/inspectionsby the
EPAorFDA in accordancewith the
authority andproceduresoutlinedin
TSCA Section11. Theseinspections -

maybe conductedforpurposeswhich
includeverification that testinghas
begun,that schedulesarebeingmet,
thatreportsaccuratelyreflectthe
underlyingraw dataandthatthestudies
arebeingconductedaccordingto either

TSCA or FDA GoodLaboratory —

Practices.
4. CPA hasagreedthat all rawdata,

documentation,records,protocols,
specimens,andreportsgeneratedasa
resultof a studyandrequiredtobe
retainedby proposedTSCA Good
LaboratoryPracticeStandardsorFDA
GoodLaboratoryPractices,at CPA’s
option, will beretainedfora periodof
tenyearsaftercompletionof- a study
andmadeavailableto EPA-during an
inspection,orsubmittedto EPAif
requestedby EPA.

5.TSCA section14(b)(1)(A)(i) governs
Agency disclosureofall testdata
submittedpursuantto thisnegotiated
agreement.TheAgencyplansto publish -

quarterlynoticesin theFederalRegister
of thereceiptof all testdatasubmitted -

underthis agreement.Subjectto TSCA
section14, the noticewill provide
informationsimilar to thatdescribedin

• TSCA section4(d). Exceptas otherwise
providedinTSCA section14, suchdata
will be madeavailableby EPAfor
examinationby anyperson.

6. Finally, failure to conductthe
testingaccordingto the specified •

protocol(s)or failure to follow Good
LaboratoryPracticesas indicatedabove
may-invalidatethetests.In suchcases,a
datagapmaystill existandtheAgency
maydecideto requiretestingthrougha
rule.
D. TimingofTesting -

CPA anticipatesstarting the
reproductiveeffectstesting--within3
monthsof final acceptanceof the
proposalby EPAandcompletipnof
dosingfor thesestudies12 monthsafter
thestartdate(Ref. 3). -

Quarterlystatusreportsof study
progresswill be submittedto the

- Agency while testingis beingconducted
andwill beavailablefor reviewin the
public -word.A final reportwill be
issued-aponevaluationof thedataand
releas by the ChemicalManufacturers
Assocation(CMA) which will be
providing -~dministrativeand technical

—support - - theCPA for the testprogram.-
This ir nticipatedto occur12 months
after ~riflcingthetestanimalsfor the
study• ~‘hetotal time -frominitiation to -

repor ~ubmissionto EPA-is 24 months, -

somev.hat lessthantheinitiation to
submissiontimeproposedby EPAin the
July 18, 1980,-notice(45 FR48536).If one
or bothof thedichlorobenzenesare
requiredto betested,testingwill begin
assoonaspracticalfollowing the -

decisIonto test.Thesamedosing
periodsandreportingschedulesset
forthformonochlorobenzenewill be
followed.ShouldCPAfail to makea
goodfaith effort to adhereto its testing
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Shouldthetestresultsindicateto EPA
theneedfor a long-termoncogenicity
bioassayfor this substance,theAgency
canproceedwith issuinga final rule
undersection4(a) ofTSCA. This
decisionwifi bethe subjectof
subsequentpublic commentandapublic
meeting.Thereasonsfor theAgency’s
decisionwith respectto eachof the
thlorobenzenesarepresentedbelow.

A.ExposureData:mete-
Dichlorobenzene,1.2,3-and1,3,5-
-Trichiorobenzenes,andTetra-and
Penta-Chiorobenzenes

In thefall of 1980,-theCPAsubmitted
to theAgencytwo occupational
exposuresurveyreports,onefor
trichlorobenzenes(Ref. 11) anda second
for tetra-andpentachlorobenzenes(Ref~
12). Occupationalsurveyreportsfor
monochlorobenzeneandthe - -

dichlorobenzenesweresubmittedin
February1980 (Ref. 13).The exposure
estimatesusedby the Agencyin its July
18, 1980,proposalandthe industry
estimatesof exposureto these
chlorinatedbenezesappearin TableZ

~chedu1e,EPAwill initiate rulemakingto
2quiretesting.
As indicatedin Unit ll.B., the cell

transformationandDNA repairstudies
havebeeninitiated.Testcompletionis
expectedin Septem6er,1983,.with report
submissionto EPAby December31,
1983. EPAwill include thesetestresults
in the publicrecordas soonasthey are
madeavailableto theAgency.

III. ProposedDecisiontoTerminate
Rulemaldng

For thereasonsdescribedbelow,the
Agencyhastentativelyac.ceptedthe
CPAreproductivetestingprogram,

concluding thattheproposed
• reproductiveeffectstestingwill

adequatelych8racterizethe
reproductivehealthhazardsfor the
lowerchlorinatedbenzenes.In addition,
EPAhasconcludedthatCPA’s cell
transformationandDNA repairtesting
for thechlorinatedbenzenes,together
with otherrelevanttestdatadiscussed
in Unit III.C. below,is likely to provide
informationrelevantto evaluatingthe -

oncogenicpotentialof 1,2.4-
trichlorobenzeneanddoesnotbelieve
that immediatelybeginninga 2-year
bioassaywould benecessary.EPAalso
believesthat: (1) The-teratogeniceffects
testingresultesformonochlorobenzene.
~rthø-andpara- dichlorobenzenes,and
1,2,4-trichlorobenzene,receivedafter the
July18, 1980,proposal,areadequateto
reasonablydetermineor predictthe -

potentialteratogenicrisk of these
substances:(2) ongoingorcompleted
studieswill provideadquatedatato
reasonablypredictthe subchronic/
chronictoxicity of theabove-mentioned
substances;(3) thatexposuredata
receivedsubsequentto the July18, 1980.
proposalindicatethat thereis
insufficientexposureto
pentachlorobenzeneto supportsection
4(a)(1)(A) findingsto require the health
effectstestingpreviouslyproposedfor
this chemical,and(4) that theexposure
profile of thetetrachlorobenzenesis
highlyuncertainat thecurrenttime.

Therefore,on thebasisof the
informationnow availableto the
Agencyand theproposedCPA testing
program.EPAhastentativelydecided
not to issuea final rule for anyof the
previouslyproposedhealtheffectstests
for anyof the chlorinatedbenzenesat
this time andwill, therefore,withdraw
its proposedtestruleexceptfor testing
of 1,2,4,5-tetrachlorobenzeneand -

oncogenicitytestingof 1,2.4-
tricholorobenzene.In the lattercase. -

~PAwill determinetheneedto
iromulgatea final testruleuponreview
of thedatafrom theongoingNTP
oncogenicitytestsandtheCPA’s DNA
repair andcell transformationtests.

-

—
1978
—
a,n

(m~n
—(Ref. 14)

WoI~(~
exposure

1979)
(Ref. IS) -

CPA

Monoc~orobenzene...

The informationfurthershbwedthat all
of thepentachlorobenzenethen was
usedto produce
pentachloronitrobenzene,whoseuses
areregul~’tedundertheFederal
Insecticide,FungicideandRodenticide
Act (FIFRA) andareoutsideof the
coverageofTSCA. Thedataalso
showedthatwhile therewere82
workersexposedto tetrachlorobenzenes
and33 to pentachlorobenzene.the total
numberof workersexposedto eitheror
bothmaterials-togetherwas82 because
the-tetrachlorobenzeneto
pentachloronitrobenzeneconversion
processwas-operatedby thesame33
workers,~-TheCPA alsopointedout that
therewasvirtually no TSCA-covered
consumeror significantgeneral
populationexposuresto eitherthe
tetrachiorobeazenesor
pentachlorobenzene.TheAgencyfound
no contradictoryevidencein the
informationreportedby chlorobenzene
manufacturersandimportersunderthe
TSCA section8(a) Preliminary
AssessmentInformationrule-(June22,

- 1982.47 FR 26992)with respectto these
TABLE-2--.ES-rIMATEO OccuPArioNAt. substances.

EXPOSURES TO CHLOROBENZENES More recently,severalof the
chlorobenzenemanufacturershave
voluntarilynotifiedtheAgency,via
written correspondenàewhich is
availablefor inspectionin thepublic
docketfor this action,that theyhave

____________ ______ ______ _______ ceasedproductionof all chlorobenzenes.
Someof thesemanufacturerswerethe -

onlydomesticproducersof tetra-and
pentachlorobenzenes.Thereis no
indicationof importation.Consequently,
EPAhastentativelydecidedto
withdrawtheproposedhealtheffë’cts
testingrequirementsfor
pentachiorobennenebecauseit isunable
to concludethat thereissufficient
exposurewhich,if combinedwith

:~j~’o~~~. ,~ ~ ~ ~ effectsdata,might indicatea potential
~nOst -and~ ~ ~ forunreasonable-risk.However,CPA -

1 Z3-T cfl~Orobet1zefleweeonty a minor componentin a hasmformedtheAgency(Ref 16) that
OfODSnZBnHPrOductmix, onemanufacturerhasjust begunto

producea substancecomposedof
trichlorobenzenesand
tetrachlorobenzenesfor useasa
substitutefor PCB’s inelectric
transformers.Thisnewuseinformation
for tetrachlorobenzenesraisesconcerns
regardingpotentialhumanexposure-
whichwerecontrolledduring’the
manufactureof pentachlorobenzeneand
pentachloronitrobenzene.TheAgency
intendsto studythis recentlyreported

- informationin detailanddeterminethe
potentialfor humanexposuresduring
productionanduse,and reassessthe
needforhealtheffectstestingof
tetrachlorobenzenes.TheAgency plans
to- completethis analysisduring 1984,
andholda public meetingto discussits

300-325 I.09a522..

o-O~robenzene_

p-Olcfilorobenzen&.._

50..._ 1.977629..

70._.. 544,000

2O~Tricfltoroaerixenes
(12.4& l.2.3).

Tetracfttorobenzenes
(aH STe. ~cflecs).

Pentacntorobenzene...

1.080.625

8.5.....~.......

3.146(Ref.
13).

1.311 (Ref.
13).

821 (ReL
13).

47.995(Ref.
11).

82 (Ref.
12).

33(Ref~ -

12).

NA.._._.

NIA...........

TheAgency concludesfrom the CPA
information(Refs.11. 12, 13 and14) that
thereis insufficienthumanexposureto
severalchlorinatedbenzenes,namely
meta-dichlorobenzene.and1.2, 3,- and
1, 3, 5-trichlorobenzenes,becausethese
chemicalsarelow volumeincidental
contaminantsoccurringduring the
manufactureof the industriallyand
commerciallyimportantisomers.
Therefore,EPAbelievesthereis no
reasonto requiretestingofthese
isomersunderTSCA section4(a).

TheCPA informationindicatedthat
100 percentof the6.5 million poundsof
tetrachlorobenzenes(all threeisomers)
producedin1978wasconsumedin the
manufactureof pentachlorobenzene.
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findings. Notification of this public

0
meetingwill be includedin aFederal
Registernoticeannouncinga public
meetingfor EPA’s testing decision
regarding1, 2, 4-trichlorobenzene(see
Unit III.C. below).

B. Chronic/SubchronicToxicityStudies

1. Monochlorobenzene,ortho- and
para-dichlorobenzenes.In June,1981,
EPAreceiveddatafrom prechronicand
subchronictoxicity testingbeing
performedby theNTPwith ratsand
miceformonochlorobenzene,ortho-and
para-dichlorobenzenes(Refs. 17, 18, 19
and20).Forall threecompounds,a
dose-responserelationshipwas
observedanda subchronicno-effect
levelwasestablished.EPA’s
examinationof thesubchronicstudies
conductedwith thesechlorobenzenes
hasfoundthat they containsufficient
informationto characterizethe
subchronictoxicity of thesethree
substancesandgenerallyproduce
sufficientdataunder-TSCA section4(a)
to reasonablypredictchroniceffectsin
humansat expectedexpQsurelevels.

2. 1,2,4-Trichlorobenzene.The Agency
also receivedin June,1981, apublished
scientificpaperby Kociba, et a!., 1981
(Ref. 21)-whichcontainedsubchronic
inhalationtoxicity datafor 1,2,4-
trichlorobenzenein the rat,rabbit, and. Beagledog. EPA-hasfound thatthis
studywastoo short(30exposures-in 44
days)for an adequatesubchronicstudy
andthat the.administereddoseswere
not high enoughto totally characterize
thetoxicity. However,therewere
indicationsof an effectat 100ppmwhen
inhaledfor 7 hours/day,5 days/week
for atotal of 30 exposures.At this dose,
increasesin liver weightswereobserved
in dogsandrats,increasesin kidney
weightswereobservedin rats, and
increasesin bloodureanitrogen(BUN)

were observedin rabbits.The resultsof
theKocibastudysupplementthoseof
Dow ChemicalCompany,1977 (Ref. 22),

- Cage,1970 (Ref. 23) andCoateetaI.,
1977 (Ref. 24), previouslycontainedin
thepublic record.In theDow study,
groupsof maleandfemaleratsinhaling
10 ppm 1,2,4—trichlorobenzenefor 6
hours~er day, 5 daysper weekfor 3
monthsshowedanincreasein the
urinaryexcretionof both copro- and
uroporphyrin.Theselevelsreturnedto
normal4 monthsaftercessationof
exposure.Cageshowedthat no toxicity
resultedfrom the inhalation of 20 ppm of
1.2.4-trichlorobenzenefor twenty 6-hour
exposures.However,at higherdoses
(i.e. fifteen 6-hourexposuresof 200and
70 ppm) lethargyandretardedweight
gainwereobserved.The Coateet a!.
Itudy foundthat inhalationof 25, 50, and
100ppm 1,2,4-trichlorobenzenefor 4 and

13 weeksat 7 hoursperdayand 5 days
perweekresultedin microscopic
changesto the livers andkidneysof
exposedrats.However,no exposure-
relatedeffectswereseenafter26 weeks
of exposurein any species.

Basedupon theresultsof these4
studies,andthe~ubchronic resultsfor
the lower chlorinatedbenzenes.
generatedby NTP (Ref. 25),.EPA
tentativelyhasconcludedthat thereis
sufficientinformationto reasonably
predictthatat expectedexposurelevels
(atorbelow5 ppmTLV), the risk of
chroniceffectstohumansof exposureto
1,2.4-.trichlorobeuzenewouldbe
minimal.Therefore,the Agencyfinds
that no furthertestingof this chemical
underTSCA section4 for chronicor
subchroniceffectsis necessaryat this
time. -

C. OncogenicEffectsTestingof1,2,4-
trichlorobenzene

The CPAproposedtestingprogramfor
DNA repairandcell transformation -

studies(Unit ILB.) is premisedon the
belief thatacorrelationcanbemade
betweenthe resultsof theproposed
short-termassaysandtheongoingNTP
2-yearchronictoxicity bioassayswhich
will allow reasonablepredictionof 1,2,4-
trichlorobenzene’soncogenicpotential.
TheNTPlong-termbioassayson
monochlorobenzeneandortho-
dichlorobenzenewould providea total
of five datapoints,whencombinedwith
the CPA’s short-termtestresultsfor
monochlorobenzene,ortho-
dichlorobenzene,and 1,2,4-
trichlorobenzene.Together,thesedata
wouldbeusedto determinetheneedto
requireoncogenicitytestingof 1,2,4-
trichlorobenzene.(In theCPAshort-
term testingprogram(Unit II.B.). ortho-
dichlorobenzenewasusedbecausethe
NTPlong-termstudyresultson this
isomerwill precedethoseofparti-
dichlorobenzenewhich areexpectedin
1984.) -

Otherdataareorsoonwill become
availableto theAgencyto includein its
considerationswhenmaking the
oncogenicitypriority testing
determinationfor1,2,4-~trichlorobenzene.
Theseare:(1) the final resultsof the
NationalInstituteof Environmental
HealthSciences(NIEHS) andtheNTP
mutagenesistestingshowingthat
monochlorobenzene,1.2,4-
trichlorobenzeneand -

pentachlorobenzeneare all negativein
the S. typhimuriumassay(Ref. 26); (2)
thenegativeresultsof NIEHS/NTP
mutagenicitytestingin theS.
tyohimuriumassayfor 1,2,4.5- -

tetrachlorobenzene(Ref. 26): and(3) the
mutagenicitytestdataon mono-,ortho-
di-,para-di-, 1,2.4-tn-and1,2,4,5-

tetrachlorobenzenesthatwill become
availablethisyearfrom anEPAcontract
with BioassaySystems,Inc.,Woburn.
Mass.(Ref. 2). (Thelatertesting
providesfor thetiered mutagenicity
testingsequencesasoutlinedin theJuly
18, 1980,proposedrule andincludes
Dropsphiasex-linkedrecessivelethal,
in vitrogenemutation,Aspergillus
reversemutation,unscheduledDNA

- repair,in vitro andin vivocytogenetics,
anddominantlethalassays.)

TheAgencybelievesthat if theshort-
term assaysareclearlynegative,andif
theNTPlong-termbioassayresultson
monochlorobenzeneandortho-
dichlorobenzeneare alsonegative.
sufficientdataandexperiencewill be
availabletoreasonablypredictthat
1,2,4-trichlorobenzenewill presentso
low alikelihoodof oncogenicityasnot
to constituteanunreasonablerisk. The
Agencywould not interpretsuchdatato
meanthat this chemicalis provennot to
beanoncogen,butratherthat the
likelihood of its beingapotentoncogen
would beslight givensuchresults.

In theeventthatresultsfrom theCPA
short-termassaysand theNTPlong-
termstudiesarepositiveormixed,the
Agencywill requireoncogenicitytesting
of 1,2,4-trichlorobenzeneunless
comments-indicatethat suchtestingis
unnecessary-.In theeventthat EPA
concludesthatanoncogenicitytestfor
1,2,4-trichlorobenzeneis needed,the
Agency will requiresuchadditi9nal
testingby a final ruleunlessthe
manufacturerspromptlyinitiate the
appropriatetesting.EPAexpectsto
receiveall- of thedatafrom the CPA
short-termassaysandthe NTPlong-
termstudiesby. theendof the current
calendaryear.At thattime EPAwill re-
opentherecordfor public commentand
scheduleapublic meetingthrougha
noticein theFederalRegisterin which
discussionswill focus on the
interpretationof theavailabledatain
makingaTSCA section4 testdecision
regarding1,2,4-trichlorobenzene.

D. TeratologyandReproductive-Effects

1. Teratologystudieson
monochlorobenzene,ortho-, andpora-
dichlorobenzenes.In its commentsto
the Agencyon the two ITC
recommendations,theDow Chemical
Companyreportedthat the
chlorobenzeneproducerswereplanning
to jointly sponsorteratologystudieson

- monochlorobenzeneandortho- and
para-dichlorobenzenes.At thetime of
the proposal,theCMA waspreparingto
initiate this testprogram:however.

- becausetestprotocolswerenot
availableto EPA until after the
proposedrulewaspublished,the
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Agencycouldnot reviewandevaluate
them.

In july. 1980, CMA submittedits
proposedprotocolsfor inhalation
teratologytestingof monochlorobenzene
andortho- andpara-dichlorobenzenes
in ratsandrabbits(Refs.27, 28, and29).
Nearly1 yearlater,EPAhadreceivedan
interim studyreportfor -

monochlorobenzenein bothspecies
(Ref. 30).a final testingprotocol for a
repeatof therabbitteratologystudy (or
PhaseII) of monochlorobenzene(Ref.
31), andaninterim report for the-second
rabbitteratologystudy(Ref. 32).

OnFebruary24, 1982, CMA submitted
a final reportof themonochlorobenzene
teratologystudies(Ref. 33).Exposure9f
pregnantratsto 75, 210,or 590 ppm of~
monochlorobenzenefor 6 hours-/dayon
days6 through15 of gestationproduced
maternaltoxicity only at the highest

- exposurelevel.No evidencewasfound
of anye~nbryotoxicityor increased
incidenceorextprnalorsoft-tissue
abnormalitiesin ratsat anyexposure

- level. Exposureof pregnantrabbitsto
- thesameregimenas that usedfor rats.

but on days6 through18 of gestation,
producedelevatedmaternalliver

weights in the210 and590 ppmexposure. groupsandaslightly, but not
statisticallysignificant, increased

incidence in externalandsoft-tissue,
-- - malformationsat all exposurelevels.

The incidenceof fetalmalformationsdid
not increasein a dose-relatedmanner.
The CMA concludedthat thedata
indicatedaneedfor further
monchlorobenzeneinhalationexposure-
studiesbecauseof inconsistenciesin the
resultsfrom the two speciesstudied.
Consequently,theycontinuedwith a

second studyin rabbitswith exposure
levels of 0. 10. 30, 75 and590 ppm(Phase

II). Theresultsof thePhaseII study(Ref.
33)showedthatalthougha varietyof
external,soft-tissue,andskeletal
malformationswereobservedin the
rabbitat all exposurelevelsincluding
controls,the incidencesof major
malformationsin offspring of the
exposedgroupswerenot significantly
increased,comparedto their respective
controlgroups.TheAgencybelieves
thesedataaresufficient toassessthe
humanteratogenicrisk from exposureto
rnonochlorobenzene.

The CMA hasprovidedEPAwith a
copyof their ortho-dichlorobenzene

teratology probestudyreport(Ref. 34).
This reportdescribesvariousmaternal
andembryotoxiceffectsin pregnantrats
exposedto400 or 500 ppmfor 6 hours!
dayon days6 through15, andtoxic

effects in pregnantrabbitsat 500 ppm on
days6 through10. Thefull teratology

studywastheninitiatedandemployed
thetestingprotocolgiven in (Ref. 35).

A final reportofthis studyreceived
by EPAin July1982, showedthatwhen
exposedto 100, 200, and400ppmfor 6
hours/daytherewerelow incidencesof
malformationsobservedamongfetuses
for eachtestspeciesfrom all testgroups.
includingcontrols.Theincidencesof
majormalformationswerenot
significantly increasedovercontrolsin
eitherspecies.Maternal toxicity, as
evidencedby depressedbodyweight
gain, wasobservedinbothspecies,and
liver—weightsweresignificantly elevated
amongpregnantratsexposedto 400
ppmof ortho-dichlorobenzene.Exposure
to this chlorobenzenewasdescribedas
notbeing embryotoxicor teratogenicin
eitherspeciesat theconcentrations
tested(Ref. 36).EPAbelievesthat this
informationis sufficient.to assessthe
humanteratogenicrisk from exposureto
ortho-dichlorobenzene.

On May 28, 1981. ImperialChemical
IndustriesLimited (ICI) providedto EPA
resultsof a rat inhalationteratology
studyonpara-dichlorobenzene(ReL 37).
TheAgencyhasreviewedtheseresults
andhasfoundthetestdatato be
sufficientforcharacterizingpare-
dichlorobenzene’steratogeniceffectsin
rats.Thetestresultsdemonstratethat
para-dichlorobenzeneis not
embryotoxic,fetotoxic.or teratogenicin
theratat levels up to and including500
ppm.However,becauseEPAbelieves
thatdatafrom two testanimal species
generallyarenecessaryto assessthe
potentialteratogenicrisk of a chemical
to humans;CPA/CMA agreedto
contihuewith its original planto
conductteratogenicitytestingin rabbits
onpara-dichlorobenzene.Resultsfor the
probeinhalationteratologystudyin
rabbitsusingpara-dichlorobenzene
weresubmittedby theCMA on April 2,
1982(Ref. 38).Theseresultsindicatethat
slight maternaltoxicity wasoccurringin
the1,000ppmprobetestgroup.
Consequently,inhalationexposure
levels of 100,300.and 800 ppmwere
selectedfor theteratologystudy. In a
final reportsubmittedto theAgencyin
October1982,6 hours/dayexposures
duringthe periodof major
organogenesiswasnotembryotoxicor
teratogenicin rabbits.Slightmaternal
toxicity, asevidencedby a decreasein
body weightgainon days6 through8 of
gestation.wasobservedonly in the 800
ppm group(Ref. 39). EPAbelievesthat
this data,whencombinedwith the IC!
data, is sufficient to assessthehuman
teratogenicrisk ofpara- -

dichlorobenzene.
- EPA’s reviewof the proposedand

final teratologytestingprotocolsfor rats

andrabbitsandfinal testdataresulting
form the testingon monochlorobenzene
andortho- andpara-dichlorobenzenes
hasconvincedit of theadequacyof the
testing approachandsufficiencyof test
datato allow a reasonablepredictionof
the teratogenicpotentialto human
healthof thesesubstances.Basedupon
this data,the Agencyfinds no need-to
requirefurther teratologytestingon
thesecompounds.Thisnoticesetsforth
EPA’s tentativedecisionto withdrawits
proposedteratologytestingrequirement
for thesethreesubstances.

2. Reprodudtiveeffectstestingon
monochlorobenzeneandortho- and
para-dichlorobenzene.TheCPA-
proposedtieredreproductiveeffects
testingof nionochlorobenzeneand
ortho- andpara-dichlorobenzeneswas
describedin Unit ll.A. EPAbelievesthat
a negativeresulton
monochlorobenzene,whencombined
with thenegativeresulton 1.2,4-
tnichlorobenzenedescribedin Unit
Ill.D.3. below,is sufficientto reasonably
predicta low likelihoodof reproductive-

effectspotentialof the two
dichlorobenzenes.If, however,the
monochlorobenzenestudyis positive

and the CPA doesnot demonstratethat
additionaltestingof oneofthe
dichlorobenzenesin unnecessary,then
oneof thedichlorobenzeneswill be
tested.A weight-of-evidencejudgment -

will bemadeasto whetherthesecond
dichlorobenzeneneedsto betested.

This studyplanapperstoEPA to be
acceptableforgeneratingsufficientdata
for predictingthe reproductiveeffectsof
thechlorinatedbenzenes.Therefore,
EPA intendsto withdrawits proposed
requirementfor reproductiveeffects
testingfor monochlorobenzeneandthe
dichlorobenzenes.

3. Teratogenicitytestingof1,2,4- -

trichlorobenzene.EPA, at its Health
Effects ResearchLaboratoryin Research
TrianglePark,N.C., hasperformed
reproductiveeffectsstudiesandan
embryo/fetalteratologyscreenon 1,2,4-
trichlorobenzene(Ref. 40).Theembryo/
fetal teratologyscreenwasperformedin
themouseandthereproductiveeffects
studywasperformedin therat. Thetest
data,indicatingnegativeeffectsin both
thesestudies,becameavailablein
August,1980, just subsequentto
publicationof theproposal.

Becausethescreeningtesthasnotyet
beenfully validated,theAgencyfinds
the useof theseresultsaloneis not
adequatefor fully assessing1,2,4-
trichlorobenzeneteratogenicity. -

However,thereareotherdatawhich
EPA consideredinmaking a decision
regardingteratologyof 1,2,4-
tnichlorobenzene.Forexample.no
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effectson fertility. growth.viability,
locomotionactivity, or bloodchemical
analyseswereshownin the
reproductiveeffectsstudyof 1,2,4-
trichlorobenzenewhereratswere
continouslyexposedto 25, 100, and400
ppm of I .2,4-trichlorobenzenethrough
their drinkingwater. Adrenalgland
enlargementwasobserved,however,in
both theF0 andF1 animalsat 95 daysof
age.

In furtherstudyof theadrenalgland
enlargementphenomenon,immature
femalesgiveniriterperitonealinjections
of 250or 500 mg/kg 1,2,4-
trichlorobenzeneon 3 consecutivedays
showedno estrogenicactivity but did
showsignificantenlargementof livers
andadrenalsoverthoseof controls.
Ratherthanbeingestrogenic,1,2,4- -

trichlorobenzenein this treatment
regimenresultedin decreaseduterine
weights(Ref. 40). Althoughuterine
weightsweredecreasedandcould
indicateashift in theestrogento
progesteroneratio, this shift is not
consideredreproductivelysignificantto
therat studysinceno otherreproductive
effect wasfoundin therat.

EPA hasdeterminedthat thenegative
resultsof theteratologyscreening,
including theabsenceof embryo/fetalor
neonatalwastage,whencombinedwith
thenegativeteratologyfindings -

emergingfrom the CMA andtheICI
teratologyprogramson
monochlorobenzeneand the
dichlorobenzenes,andthelackof
observedteratogeniceffectsseenin
EPA’s reproductiveeffectsstudy,
indicatetaht the teratogenicpotentialof
1.2,4-trichlorobenzeneis very small.
Thus, EPA believesthat testing 1,2,4-
trichlorobenzenefor teratoagenicCifects
is no longerneededsincetheAgency
canreasonablypredict theteratogenic
potentialof -1,2,4-trichlorobenzene.

IV. Public Comment
EPA is hereinsoliciting public

commenton its tentativedecisionnot to
proceedwith promulgatingahealth
effectstestrule for thechlorinated
benzenesexceptpossiblyfor 1,2.4- -

trichlorobenzeneand1,2,4,5- -
tetrachlorobenzene.Commentsshould
beartheidentifying docketnumber
[OPTS—47002B].

Commentsespeciallyaresoughton
theneedfor EPA to requirehealth -

effectstestingof 1.2,4.5-
tetrachlorobenzeneand/orother
tetrachlorobenzeneisomersin the light
of recentlyincreasedproductionof
thesechlorobenzenesfor usessubjectto

TSCA. e.g., substitutefor PCBs.

O Commentersarerequestedto providemy datarelevantto thepotential for
humanexposureto tetrachlorobenzenes

resultingfromthis increasedproduction,
andto addresstheneedto develop
further testdataon 1,2,4,5-
tetrachlorobenzeneand/orother
tetrachlorobenzenesto evaluateany
risks associatedwith suchexposures.
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EPAhasestablisheda public record
for this rulemakingdecisionunder
TSCAsection4, docketnumber[OPTS—
47002B].Thisrecordincludesbasic
informationconsideredby theAgencyin -.

developingthis decision.The Agency
will supplementthe recordwith
additionalrelevantinformationasit is
received.Therecordincludesthe
following information:

(1) FederalRegisternoticescontaining
thedesignationof thechlorinated
benzenesto thePriority List.

(2’) FederalRegisternoticescontaining
theproposedtestrule.

(3) Communicationsb-eforeproposal.
(4) Commentson theproposedrule.
(5) Publicandintra-agencyor

interagencymemoranda,comments,and
proposals.

- (6) Contactreportsof telephone. conversations.
(7) Meeting summaries.
(8) Public commentson theITC

reports.
(9) Reports—publishedand

unpublished data. -

(10) StudyreportsfromEPA-
sponsoredmutagenicitytestingandthe
NationalToxiology Programtesting as
they becomeavailable. -

(Sec.4. 90 Stat.2003; (15 U.S.C.2601))

Dated:November28. 1983.
William D.Ruckelahaus,
Administrator.
(FRDoc. 83—32434Ptled 12—8—83: 8:45 antI

BIWNO CODE 6560-50-U -

INTERSTATE COMMERCE
COMMISSION

49 CFR Ch. X

[Ex Parte No. MC-1721

Withdrawal of Antitrustimmunity for
Collective Ratemaking on -Small
Shipments -

AGENCY: InterstateCommerce.
Commission.
ACTION: Extensionof time to file
commentsto noticeof proposed -

rulemaking. -

SUMMARY: Thisproceedingwas
institutedby a noticeopeningthe
proceedingto requestcomments,served
October6, 1983,andpublishedat48 FR
46399, October1Z, 1983.Commentson
theproposalto withdrawantitrust
immunity from collectiveratemaking
activities applicableto smallshipments
wereoriginally dueNovember18, 1983.
In adecisionservedNovember8, 1983,
andpublishedat48 FR51664.November
10, 1983,the deadlinefor filing all
commentswassetatDecember12, 1983.
In responseto a requestfor extension,
this notice-extendsthe time for filing
thesecomments19 days,until December
31, 1983.
DATES Commentsmustbereceivedby
December31, 1983.
ADDRESSES Sendcomments(original
and10 copies)to: Ex ParteNo. MC—172,
Office of theSecretary,CaseControl
Branch,InterstateCommerce
Commission,Washington,D.C. 20423. -

FOR FURTHER INFORMATiON -CONTAC’T
ThomasT. Vining (202)275—7426,or
Howell I. Sporn(202)275—7691.
SUPPI.EMEN’TARY INFORMATiON:
Commentson theproposalsin this
proceedingto withdrawantitrust
immunityfor someor all collective
ratemakingactivitiesby motorcarriers
arecurrentlydueby December12. 1983.
In aletterdatedNovember10, 1983,the
HonorableJames1, Howard,Chairman,
Committeeon Public Works and
Transportation,U.S.Houseof -

Representatives,hasrequestedthat the
deadlinefor filing commentsbe

1983 / ProposedRules

extendedto December31, 1983.
ChairmanHowardstatesthat this
extensionwill permitCommittee
membersto reviewthe recordof the
oversighthearingsheld by the
Subcommitteeon Surface
Transportationon November16. 1983,
andto file commentson theproposalsif
theyso choose. -

An extensionof the commentperiod -

to December31, 1983, is warranted.The
— extensionwill allow adequatetime for

Committeemembersto prepareand
submit anycommentswithoutunduly

delaying theproceedingor otherwise -

prejudicingthe interestsof anyparty.
It is ordered:
Therequestfor anextensionof time

for filing of commentsis granted.All
comments in this proceedingmust be

receivedby December31. 1983.

Decided:November30. 1983.

- By theCommission.ReeseH. Taylor. Jr..
Chairman.

JamesH.Bayne,
ActingSecretary.
FR Doc.83.42583Filed12-8-83: 8:45antI

BIWNG CODE7035-01-U -

49 CFR Part 1056

[Ex Part. No. MC—19 (Sub-36A)J

Practices of Motor Common Carriers
of Household Goods; Performance -

Standards

AGENCY: InterstateCommerce
Commission.
ACTION Withdrawalof proposedrule;
discontinuanceof rulemaking.

SUMMARY: The Commissionhas
determinedthat it would be
inappropriatetoadoptperformance
standardsfor thehouseholdgoods
movingindustry.The Commissionhad -

proposedstandardsgoverning
estimatingpractices,timely pickup and
delivery, andtimely complainthandling.

On furtherconsideration,the
Commissionbelievesthat the adoption
of standardsat this time would be
contrarytoconsumerinterests.
impracticalandcounterproductive,and
that thebenefitsof performance
standardsto co’nsumersareoutweighed
by thecostsof compliance.

DATE: The proposedrule is withdrawn,
effectiveDecember7, 1983.
FOR FURTHER INFORMATION CONTACT

W. F. Sibbald,Jr., (202) 275—7148;
P. M. Schuize,(202) 275—7841. -
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